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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
9/7/2010 has been entered. 

Claim Objections 

2. Claims 4, 8, 9, and 20 are objected to under 37 CFR 1 .75(c), as being of 
improper dependent form for failing to further limit the subject matter of a previous 
claim. Applicant is required to cancel the claim(s), or amend the claim(s) to place the 
claim(s) in proper dependent form, or rewrite the claim(s) in independent form. Claims 
4, 8, and 9 recite only "the lancet is spring-loaded to urge the lancet in a direction 
towards the opening in the housing". This limitation is included in claim 1 . Claim 20 
recites only "the cap holds the lancet against at least forward movement relative to the 
housing". This limitation is included in claim 1. 
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Claim Rejections - 35 USC §112 

3. Claims 1-5 and 8-10 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

4. Claim 1 recites "whereby the cap initially holds the lancet against forward 
movement relative to the housing under influence of said spring". It is unclear what 
claim limitation is "under influence of said spring." The claim has been interpreted to 
require that any previous structure could be "under influence of said spring". 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

6. Claims 11, 12, and 21 are rejected under 35 U.S.C. 1 02(a) as being anticipated 
by WO 03/005907 to Koike et al. ("Koike"). 

Please note that US 2004/0243165 has been used herein as an English 
language translation for WO 03/005907, as US 2004/0243165 is a publication of the 
National Stage entry of PCT/JP02/07030. References to paragraph numbers below are 
made with respect to the US publication. It is noted that the drawing and reference 
numbers are identical for the two publications. 

Koike teaches: 
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In reference to Claims 1 1 and 21 

A blood sampling device comprising: a housing (1) having an opening (space 
22" resides in), a lancet body (2) carrying a needle (20), the lancet body being movably 
mounted within the housing and arranged so the needle momentarily projects through 
the opening of the housing upon actuating the blood sampling device (see Figs. 12A- 
12C), a cap (12") having a first end (23) releasably attached to the lancet body and 
covering a tip of the needle (Fig. 16), the cap extending through the opening of the 
housing to a second end that is releasably attached to the housing by at least one 
locating member (e.g. 22" and the groove in 12" surrounding 22") on the second end 
that fits into at least one cooperating feature (distal walls of 1 and distal opening in 1) on 
an outer wall of the housing, the cap being twistable to release the at least one locating 
member from the at least one cooperating feature so the cap can be removed from the 
housing and the lancet body (see [0088]), the cap, the housing and the lancet body 
being arranged to prevent forward movement of the needle relative to the housing prior 
to removal of cap and actuation of the blood sampling device (see Fig. 16 with regards 
to the embodiment of Figs. 16-18C of Koike, it appears that the cap is somehow sealed 
to the body, as like all of the other embodiments, it requires twisting and pulling to 
remove the cap prior to use [0102] and the other embodiments include a physical 
attachment of the cap to the housing, e.g. [0063-0064], [0077], etc.; additionally, the 
force produced by driving means Y which forces 121 into 120 is not sufficient to force 
120 off the casing, so it appears the cap prevents forward movement past the 
configuration shown in Fig. 18B until the cap is twisted off; finally, before the device of 
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Koike is attached to unit 4, the cap would prevent forward movement by preventing 
grasping the lancet and pulling it forward). 
In reference to Claim 12 

The blood sampling device of claim 1 (see above) wherein the cap is twistable to 
remove the cap's attachment to the housing and the cap's attachment to the lancet (see 
[0088]). 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1, 2, 4, 5, 8, 10, 15, 16, 20, and 22 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over US Pat. No. 5,487,748 to Marshall et al. ("Marshall") in view 
of Koike. 

In reference to Claims 1 , 4, 5, 8, 10, 15, 20, and 22 

Marshall teaches a blood sampling device comprising: a housing (1, 2); a spring 
loaded (2) needle-carrying lancet (8) located within the housing, the spring urging the 
lancet for movement in a forward direction towards an opening at one end of the 
housing; a cap (20) releasably attached to said lancet adjacent said needle (17); and a 
trigger releasable latch (23, 12, etc.) to hold the lancet within the housing such that an 
exposed needle (19) cannot project through an opening at on end of the housing until 
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the latch is released by the trigger (9) (see at least col. 3), the cap extending to project 
from an attachment to said lancet through the opening (4) at one end of the housing 
(Fig. 1), the cap being twistable to release the cap from the lancet (col. 3 lines 10-15), 
wherein said trigger releasable latch and said lancet have respective opposed latch 
surfaces (12, 23) cooperable to retain said lancet in said housing until release of said 
latch, and said cap is adapted to hold the lancet in a position in which the lancet latch 
surface is spaced rearwardly of the latch surface of said trigger-releasable latch until 
said cap is detached from the lancet (see Fig. 1 ; note that the "opposed latch surfaces" 
have been interpreted to be the entire exterior surfaces of 12 and 23, and that when the 
device is in the pre-cocked version detailed in col. 2 lines 40-50, at least a portion of the 
surface of 23 would be spaced rearwardly with respect to a portion of the surface of 12). 
Additionally, at least the housing of Marshall is "under influence of the spring", because 
the spring exerts a force on the housing and the cocked lancet. 

However, Marshall does not explicitly teach that the cap has at least one locating 
member fitting into at least one cooperating feature of outer walls of the housing, and 
the cap initially holds the lancet against forward movement relative to the housing, the 
cap being twistable to release the at least one locating member from the at least one 
cooperating feature such that the cap can be detached from the housing and from the 
lancet. Koike teaches a lancet device (see at least Fig. 16) in which the cap (12") has 
at least one locating member (22" and grooves in 12" surrounding 22") fitting into at 
least one cooperating feature (distal end of 1 in addition to distal hole in 1) of outer walls 
of the housing, whereby the cap initially holds the lancet against forward movement 
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relative to the housing (with regards to the embodiment of Figs. 16-18C of Koike, it 
appears that the cap is somehow sealed to the body, as like all of the other 
embodiments, it requires twisting and pulling to remove the cap prior to use [0102] and 
the other embodiments include a physical attachment of the cap to the housing, e.g. 
[0063-0064], [0077], etc.; additionally, the force produced by driving means Y which 
forces 121 into 120 is not sufficient to force 120 off the casing, so it appears the cap 
prevents forward movement past the configuration shown in Fig. 18B until the cap is 
twisted off; finally, before the device of Koike is attached to unit 4, the cap would 
prevent forward movement by preventing grasping the lancet and pulling it forward)), 
the cap being twistable to release the at least one locating member from the at least 
one cooperating feature such that the cap can be detached from the housing and from 
the lancet (see [0088]). It would have been obvious to one having ordinary skill in the 
art at the time of the invention to have modified the device of Marshall by modifying the 
cap of the pre-cocked version so that it was attached to the outer walls of the housing in 
a manner resisting forward movement of the lancet relative to the housing as taught by 
Koike in order to provide a more secure shipping configuration and to avoid the cap 
accidentally coming off before desired. 
In reference to Claims 2 and 16 

Marshall in view of Koike teaches the device of claims 1 and 15 (see above) and 
Koike teaches the at least one locating member and the at least one cooperating 
feature are fitted together via a groove cooperating with a flange or a rib (see Fig. 16, 
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the "locating member" is the groove in 12 between 12 and 22" and the cooperating 
feature is flange 15). 

9. Claims 3, 9, 13, 14, and 17-19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Koike or Marshall in view of Koike (as applicable) as applied to 
claims 1 , 2, or 1 7 (as applicable) above, and further in view of US Pat. No. 3,1 65,220 to 
Haynes ("Haynes"). 

In reference to Claims 3, 13, 17, and 18 

Marshall in view of Koike teaches the device of claims 1 and 15 (see above). 
Koike teaches the device of claim 1 1 (see above). However, neither Marshall nor Koike 
explicitly teach two flanges fitting into grooves in two opposed sides of outer walls of the 
housing or that the head of the cap can be rotated 90 degrees to release flanges from 
notches in two sides of the housing (see Fig. 5, a 90 degree rotation would release the 
flanges from the notches). Haynes teaches a tamper-proof container enclosure in 
which the cap includes two flanges (34) while the container includes grooves (18). The 
device includes frangible buttons/pins 28 which when broken, indicate that the original 
seal has been broken (see col. 1 line 60 - col. 2 line 60). It would have been obvious to 
one having ordinary skill in the art at the time of the invention to have modified the 
device of Koike or Marshall in view of Koike by including a tamper-proof enclosure using 
flanges, grooves, and pins as taught by Haynes, in the sealed cap taught by Koike, so 
the user could know whether the device was previously opened as taught by Haynes. 

In reference to Claim 9 
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Marshall in view of Koike and Haynes teaches the device of claim 3 (see above), 
and Marshall further teaches the lancet is spring-loaded to urge the lancet in the 
direction towards the opening in the housing (via 7, see Fig. 1). 

In reference to Claims 14 and 19 

Marshall in view of Koike and Haynes teaches the device of claims 1 3 and 1 8 
(see above) and Marshall further teaches the lancet can move forward until a ledge (23) 
on the lancet locates against a flange (12) on a trigger member. 

Response to Arguments 

1 0. Applicant's arguments filed 9/7/201 0 have been fully considered but they are not 
persuasive. In response to Applicant's arguments (pgs. 12-13 of Remarks) that "it is 
clear that this arrangement of cap/stem in Figure 16 of KOIKE does not prevent forward 
movement of the lancet and certainly not against the force of the drive spring", the 
Examiner respectfully disagrees. It is noted that, as detailed in the rejections above, the 
Examiner contends that the arrangement of cap/stem in Figs. 1 6 and 1 8 of Koike do 
prevent forward movement of the lancet, as Koike discloses that the cap is attached to 
the housing in a manner that the cap must be twisted and pulled to release the cap, and 
this attachment force would at least prevent some forward movement of the lancet, and 
because the embodiment of Fig. 18 discloses that the attachment of the cap to the 
housing is such that when a force is applied to the lancet to move it partially forward to 
contact the cap, the cap remains attached to the housing and must be twisted and 
pulled to remove it (as detailed in Figs. 18A-C and [0102]). 
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11. In response to Applicant's arguments (pg. 13 of Remarks) that Koike does not 
disclose "at least one locating member fitting into at least one cooperating feature of the 
outer walls of the housing", the Examiner respectfully disagrees for the reasons detailed 
in the Office Action of 5/4/201 0. 

12. In response to Applicant's arguments (pg. 1 3 of Remarks) that Koike does not 
disclose "the cap to be twistable to release the locating member from the cooperating 
feature", the Examiner respectfully disagrees, as Koike clearly discloses that the cap is 
twisted and pulled to remove it from the housing as detailed above. 

13. In response to Applicant's arguments (pg. 14 of Remarks) that "these functions 
are unexpected in light of KOIKE", the Examiner respectfully disagrees and notes that 
this is merely argument, and no evidence is provided that these functions are 
unexpected relative to Koike. 

14. In response to Applicant's arguments (pg. 14 of Remarks) that "the cap does not 
engage releasably with the housing to hold the spring in the compressed position", it is 
noted that this limitation is not found in the claims. 

1 5. In response to Applicant's arguments that "there is no suggestion whatsoever in 
KOIKE that this arrangement would prevent forward movement of the lancet", the 
Examiner notes that this language is functional language, and that in addition to 
previously mentioned rationale suggesting that this arrangement would prevent forward 
movement, the language is functional language, and the cap could be interpreted as 
preventing forward movement by preventing a user from grasping the lancet and pulling 
it forward. 
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16. In response to Applicant's assertions that Marshall teaches away from a pre- 
cocked device, the Examiner respectfully disagrees, as Marshall explicitly contemplates 
this configuration in col. 2 lines 44-51 . 

1 7. In response to Applicant's arguments that Marshall does not disclose a cap 
"adapted to hold the lancet in a position in which the lancet latch surface is spaced 
rearwardly of the latch surface of said trigger-releasable latch until said cap is detached 
from the lancet", the Examiner respectfully disagrees, for the reasons detailed in the 
rejection above (note that the interpretation has been clarified). 

18. In response to Applicant's arguments that it would not have been obvious to 
combine the teachings of Koike or Marshall with Haynes, the Examiner respectfully 
disagrees, for the reasons detailed in the rejection above and those previously 
mentioned in the Office Action of 5/4/10. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOHN PANI whose telephone number is (571)270-1996. 
The examiner can normally be reached on Monday-Friday 7:30 am - 5:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J P/ 10/20/10 
/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



